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DETAILED ACTION 

Claims 1-8 and 10-12 are pending in the application. 

This action is in response to applicants 1 amendment dated July 19, 2004. Claims 
5, 6 and 10-12 have been amended and claim 13 has been canceled. 

Response to Amendment 

Applicants 1 arguments filed July 19, 2004 have been fully considered with the 
following effect: 

1 . The applicant's amendments and arguments are sufficient to overcome the 35 
U.S.C. § 1 12, second paragraph rejections labeled b), c), d), e), f), g), h) and i) of the 
last office action, which are hereby withdrawn. However, with regards to the 35 U.S.C. 
§112, second paragraph rejections labeled a) the applicant's amendments and remarks 
have been fully considered but they are not persuasive. 

a) The applicants' stated that the present application adequately teaches 
how to make Applicants 1 compound, how to use it to obtain an appropriate and/or 
usable form of the claimed compound in the claimed formulation to treat a 
mammal by applying routine skills In the pharmaceutical arts. However, claims 5 
and 6 generically claims the method of treating a disorder responsive to the 
activity of CCK-A receptors. The rejection of claims 5 and 6 was on the grounds 
that it is indefinite, in that it is not known which diseases are capable of being 
responsive to the activity of CCK-A receptors. The scope of diseases and/or 
disorders associated with the activity of CCK-A receptors could alter over time. 
The applicants' are not entitled to preempt the efforts of others. 
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Claims 5 and 6 are rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention, for reasons of record and stated above. 

2. The applicant's amendments and arguments are sufficient to overcome the 35 
U.S.C. § 102, anticipation rejection labeled paragraph 2 of the last office action, which is 
hereby withdrawn. 

3. The applicant's amendments and arguments are sufficient to overcome the 35 
U.S.C. § 103, obviousness rejection labeled paragraph 2 of the last office action, which 
is hereby withdrawn. 

4. The applicant's amendments and arguments are sufficient to overcome the 35 
U.S.C. § 102, anticipation rejection labeled paragraph 3 of the last office action, which is 
hereby withdrawn. 

5. With regards to the 35 U.S.C. § 103, obviousness rejection of claims 1-8 and 13 
over SUGG et al., U.S. Patent No. 5,646,140 of the last office action, the applicant's 
arguments have been fully considered but are not found persuasive. The applicants 
stated that the enantiomerically enriched compound of claim 1 is not render obvious by 
U.S. '140. The applicants also stated that U.S. '140 discloses a "large" class of 3- 
amino-1,5-benzodiazepines. However, U.S. '140 specifically discloses how to prepare 
seven compounds of which one is the applicant's compounds i.e. example 7. Example 
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1 discloses the process of separating the enantiomers of the racemic compounds using 
chiral hplc as claimed herein. 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
SUGG et al., U.S. Patent No. 5,646,140, for reasons of record and stated above. 

6. With regards to the obviousness-type double patenting rejection of claims 1-8 
and 13 over claims 1-4, 6-8 and 17 of U.S. Patent No. 5,646,140 of the last office 
action, the applicant's arguments have been fully considered but are not found 
persuasive for reasons stated above with respect to the 35 U.S.C. § 103 obviousness 
rejection. 

Claims 1-8 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-4, 6-8 and 17 of U.S. Patent No. 
5,646,140, for reasons of record and stated above. 

7. With regards to the obviousness-type double patenting rejection of claims 4 and 
13 over claims 1-4, 6-8 and 10 of U.S. Patent No. 5,780,464 of the last office action, the 
applicant's arguments have been fully considered but are not found persuasive for 
reasons stated above with respect to the 35 U.S.C. § 103 obviousness rejection. 

Claim 4 is rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-4, 6-8 and 10 of U.S. Patent No. 
5,780,464, for reasons of record and stated above. 

8. With regards to the obviousness-type double patenting rejection of claims 5-8 
and 13 over claims 1-4 and 6-8 of U.S. Patent No. 5,910,495 of the last office action, 
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the applicant's arguments have been fully considered but are not found persuasive for 
reasons stated above with respect to the 35 U.S.C. § 103 obviousness rejection. 

Claims 5-8 are rejected under the judicially created doctrine of obviousness-type 
double patenting as being unpatentable over claims 1-4 and 6-8 of U.S. Patent No. 
5,646,140, for reasons of record and stated above. 

In view of the amendment dated July 19, 2004, the following new grounds of 
rejection apply: 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

9. Claims 10-12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The following reasons apply: 

a) Claims 10-12 are vague and indefinite in that it is not known what is meant 
by "optionally substituted" in the optionally substituted phenyl carbamate of 
formula (V). 

b) Claims 10-12 are vague and indefinite in that it is not known what is meant 
by the variable R 1f which is not defined within the claim. 

c) Claims 1 1 and 12 are vague and indefinite in that it is not known what is 
meant by "optionally substituted" in the optionally substituted benzyl group of R 2 . 
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d) Claim 12 is vague and indefinite in that it is not known what is meant by a 
"derivative" which implies more then what is positively recited in the definition of 
thediacid (VIII). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brenda Coleman whose telephone number is 571-272- 
0665. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mukund Shah can be reached on 571-272-0674. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Brenda Coleman 

Primary Examiner Art Unit 1624 

September 24, 2004 



